75
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(Continued)

Analysis of Carcinogenic¢ Poter<ial in Male Rat

Test of Dose-Response (Tumor) EzZsitive Linear Trend

Run’Date & Time: ~ February 26, 1997 (16:10)

Source: c:\arat\xrod.txt

Dose Levels Included:  CTRL1' CTRL2 LOW MEDIUM HIGH (0 0°150 500 1000)
Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumor Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols ["ew=) [~&=~] [e=4=] {===*] ~ % + *

Represent O<P<0.005  0.005<=P<0.01 = 0.01<=P<0.025  0.025<=P<0:05 P<.005 P<.01 P<.025 P<.0O5

ORGAN ORGAN

NAME CODE

SKIN (5700
SKIN (5700
SKIN {5700

SKELETAL M({5800

BONE/FEMUR(5501

STIFLE JOI{6201

~ RDIFOSE TI(6400

ADIFOSE TI (6400

EYES (6500

BODY- CaVIT (6200

BODY- CAVIT (6800

Page = B =

P VALUES
TUMOR TUMOR "~ TUMOR TIME EXACT ASYMP-  'CONTINU
NAME CODE TYFE INTERVAL ROW. TABLE PERMU TOTIC CORRECT

IN . 79-93
Tumor rate: <1% in CTL =~ Total

N

L

(===¥]  [===%)

)TRICHOEPITHEL(570035 ) IN IN 105<106 I 0.546 0.658 0.658
IN 105-106 2
Tumor rate: <1% in CTL - " Total - *
JNEURAL CREST (570036 ) IN IN 105-106 1 0.378 0.236 0.2%6
IN-105=106 2
Tumor rate: <1% 'in CTL - Total -
YMYXOMA (570041 ) ININ 105-106f1 1.000 0.791 0.792
IN 105=10§ 2
Tumocr rate: 1% in CTL = Total/ -
)MALIGNANT SCH{340007 ) FA FA 82 " 1 1.000 0.800 0.800 ~
FA 82 2
Tumor rate: 1% in CTL - Total -
JHISTIOCYTIC S{010010 ) MX IN 0-78 1 0.667 0.240 0.241
IN0=78 2
Tumor rate: <1% in CTL = ~ Total -
JHISTIOCYTIC S{010010 ) MX IN 0-78 1 0:667 0:240 0.241
: IN 0-78 2 ;
Tumor rate: <1% 'in CTL -  Total -
JHISTIOCYTIC S({010010 } MX FA 65 1 0.193 C.037+ . 0.037~
) FA 65 2

¥

Tumor rate: <1% . in CTL = Total e N |
JLIPOSARCOMA ( (570018 ) FA FA 65
FA 65

Tumor rate: <1% in CTL -« - Total

0.193 C.037* - 0.037*

T

e N g

JAMELANOTIC ME (650020 - ) IN IN 94=104
IN 94=104
Tumor rate: <1% in CTL = ' Total

0.138 0.020+ . 0.020+

(I

[==+=]  [==+-]

) SQUAMOUS CELL (090038 ) Fax FA 104
. FA 104
Tumer rate: <1% - in CTL - 'Tstal

0.580 C.&27 0.657

[ N

JMESOTHELIOMA (320018 : ) IN IN 105-1086 0.358 0.z23 0.223
IN 105-108

Tumer rate: <1% in CTL - Total

[N X

) PARAGANGLIOMA (680005 ) IN IN:105-106 0.173 0.930* 0.030+

INT105-106

APPEARS THIS WAY ORIGINAL
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{Over)
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{Continued)
( Analysis of Carcinogenic Potential in:Male Rat
. Test of Dose-Response. (Tumor) Positive Linear Trend
Run Date & Time: ' February 26, 19%7 (1€:10)
Source: ¢:\arat\xrod.txt
Dose Levels Included: CTRLY CTRL2 LOW MEDIUM HIGH (0 0 150 500 1000}
Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumor. Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols: . [~N==w) [~%=~] [==4+=] [===¥] ~ ] + ¥
Represent O<P<0.005  0.005<=P<0.01  0.01<=P<0.025 0.025%=P<0.05 P<.005 P<.01 P<.025 P<.05
i P VALUES
ORGAN ORGAN TUMOR TUMOR. . TUMOR TIME EXACT ASYMP~  CONTINU
NAME CODE NAME CODE TYPE INTERVAL =~ ROW' TABLE PERMU TOTIC CORRECT

Tumor rate: <1% in CTL =~ Total

1

[===*) [=mw)

BODY CAVIT (6800 JOSSIFIED SARC(680007 )  FA FA 105

FA 105
Tumor rate: <1%  in CTL = Total

0.173 0.030* - 0.030*

S

)

(===*1 [===%)

Page = 9. = (End ‘of File)

BRI \ P P EARS THIS WAY ORIGINAL
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Test of Dose-Response Positive Linear Trend in Female Rats

Analysis of Carcinogenic Potential in Female Rat
Test of Dose-Response (Tumot) Positive Linear Trend
Ted Guo, PH.D, CDER/FDA
Run Date & Time: - February 26, 1997 (16:51)
Source: c:i\arat\xrod.txt
Dose Levels Included: ~CNTL1 CNTLZ LOW MED HIGH {0 0 150 500 1000)

Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumor: Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols ["===] [~%=~) [==t=] [===*] ~ % + > b
Represent: 0<P<0.005 - 0.005<=P<0.01 0.01<=P<0.025  0.025<=P<0.05 P<.005 P<.0l P<.02% P<.05
P VALUES n
ORGAN ORGAN TUMOR TUMOR TUMOR TIME : EXACT ASYMP=~  CONTINU

NAME CODE NAME CODE TYPE: INTERVAL ROW TABLE « PERMU TOTIC CORRECT

BRAIN {0100 )OLTIGODENDROGL (010004 - '} FA FA 8BS 1 0.5%96 0.683 0.6E3
FA BS 2
o : Tumor rate: <1% in CTL = - Total -
BRAIN (0100 JGRANULAR CELL(010005 ) IN IN 79-93 /i 0.238 0.205 0.205
IN-79-93 2
IN 105-106 1
IN 105-1 2
- . Lo Tumsrorate: 1% . .in CTL - Total/ - - S —
NASAL CAVI(0602 JADENOMA, PAPI (060207 ° ) IN IN 1051086 1 0.393 0.325 0.325
IN 105-106:2
Tumor rate: <1% in CTL = Total -
- LUNGS {0500 }JRLVEOLAR/BRON (090016 ') "IN IN: 1055106 1 0.6%5 0.745 0.746
( ‘ IN 105-106 2
f Tumor rate: <1% in CTL ~  Total -
LUNGS (0300 ) SQUAMOUS. CELL (090038 ) MX IN 105-106 1 1.000 0.805 0.805
IN 105=106 2
Tumor rate: 1% in: CTL =« - Total =
ORAL CAVIT(1000 ) SQUAMOUS CELL(090038 ) MX IN 94<104 1 0.348 0.111 0.111
IN 94104 2
Tumor rate: <1% in CTL =~ " Total -
ORAL CRVIT(1000 )DE?TINOMA,bUN(100003 ) IN IN 105<106 1 0.199 0.039*%  0.039+
IN 105-106 2
Tumor rate: <1& . 'in CTL - ~Total - [===¥]" [===7)
LIVER {1800 YHEFATOCELLULA {18003 ") IN IN 75-%3 1 0.718 0.716 0.715
IN 7%<93 2
IN-94=104 1
IN 94=104 2
IN 105106 1
IN 105<106 2
Tumor rate: 14% - in CTL = Total -
LIVER (1800 JEZFRTOCELLULA({1B80032 ) IN IN. 94-104 1 0.725 0.71% 0.71¢%
IN 94104 "2
IN 105<106:1
o IN 105-106 2
Tumor rate: 3% in CTL .« Total =
EANCRERS - {2000 JISLET-CELL AD(20000€ '} IN IN 105106 1 0.345 0.226 0.32¢
IN 105=«106 2
Tumer rate: 1% in CTL = Tstal -
URINARY BL{2300 )TRANSITIONAL (230011 ) IN IN 0=7B 1 0.625 0.675 0.675

Fage =1 = (Over:
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{Continued)

( Analysis of Carcinogenic Potential in Female Rat
- Test of Dose-Response {Tumor) Positive Linear Trend
Runi Date & Time: February 26, ‘1997 (16:51)
Source: c:\arat\xrod.txt
Dose Levels Included:  CNTL1 CNTLZ LOW MED HIGH (0 0150 500 1000)
Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumor Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols ["e—x] [~%==) [==+=] [ws=v] ~ ¥ + v
Represent 0<P<0.005 0.005<=P<0,01 ~ 0.01<=P<0. 025 0.025<=p<0.05 P<.005 P<.01 P<.025 PB<. 05
P VALUES
ORGAN ORGAN TUMOR TUMOR “ TUMOR TIME EXACT ASYMP-  CONTINU

NAME CODE NAME CODE TYPE' INTERVAL ROW: TABLE

IN 0-78 P38 (0)(4) C/G
Tumor rate: <14 ~in CTL =  Tetal -

PERMU TOTIC CORRECT

OVARIES - (3200 ) GRANULOSA-THE (320010 ") IN IN 79-83

1 0.258.. . 0.247 . 0.247
IN 79<93 2
IN 105-106 1 ¢
IN 105-106 2
Tumor rate: 2% in CTL =  Total -
OVARIES ~ (3200 ) LUTEOMA (320011. ) IN-IN 94=104 1 0.051 ~ 0.023+ 0.023+
IN 94-104 2
I R IN 105-106 1
IN 105-106 2
Tumor rate: <18% . in CTL ~ Total / = [==+=] " [*=+=]

- TTh OVARIES T (3200 ) GRANULOSA-THE (320012 ). IN IN 105-106 1 0.393 . 0.325 0.325
IN 105-106 2

Tumor rate: <1% - in CTL - Total -

OVARIES {3200 JMESOTHELIOMA ' {320018 ) "IN IN 105~106 1 0.200 0.178 0.178
- IN 105-106 2

(: ) . Tumor rate: <1% “in CTL = Total == =
UTERUS {3400 JLEIOMYOMA  (C) (160105 ) IN'IN 105-106 0.189 0.039%  0.039+

1
IN: 1051062
Tumor rate: <1% irn CTL -  Total - [mw¥) [=ee)
UTERUS (3400 JLEIOMYOSARCOM (160302 '} IN IN 105<106
IN 1054106

Tumor rate: <1% in CTL = ~Total

0.602 0.675 0.680

[V

UTERUS {3400 ENDOMETRIAL S(340002 '} IN'IN 0-78
IN 0-78
IN 94-104
IN.94-104
IN 108<10¢
IN 108-106
Tumer rate: 12% in 2TL = Total

0.708 0.705 0.705

SRR S S A Sy

UTERUS (3400 JMELIGNANT SCH(340007 ") M/ FA 80
FR 80
Tumcs rate: 1% in CTL = Tetal

1.000 0.807 TUe07

ok

UTERUS {3400 JENDOMETRIAL A{340013 " j MY IN 105-10¢ 0.19% 0.1

(o
32
o
b e
14
123

i i
b2
~F
(22
O Ry Py Ry b

Page = 2 = {Over)
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{Centinued)

Analysis of Carcinogenic Potential in Female Rat

Test 'of Dose~Response (Tumor) Fositive Linear Trend

Run Date & Time:  February 26, 1957 (16:51)

Source: ci\arat\xrod.txt =

Dose Levels: Included:  CNTL1 CNTL2 LOW MED HIGH (0 0 150 500 1000)
Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumor Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols [Pe=e) v [=%==] [ Etied EES fe==*) " % + *
Represent 0<P<0.005 " 0.005<=P<0.01  0.01<=F<0, 025  0.025<=P<0; 05 P<.005 P<.01 P<.025 P<. 05

: P VALUES
ORGAN ORGAN TUMOR TUMOR =" TUMOR TIME EXACT ASYMP- . CONTINU

NAME CODE NAME CODE TYPE INTERVAL ROW TABLE PERMU TOTIC CORRECT

FA 96

FA 96

FA 103

FA 103

FA 105

FA 105
Tumor rate: 4% in CTL -~ 'Tectal

[ BSOS T S

VAGINA {3500 JMALIGNANT SCH(340007 ) MX IN:105=106 1
IN-105-106 2

FA 91 it

FA 81 /2

Tumer rate: 1% .in CTL = Total / =

___PITUITARY (4100  )ADENOMA, PARS(410006 ) MX IN 79-9% 1 0.014+_ 0.013+  0.013+

0.410 ~0.273  0.2713

IN79-83 772

_FA 79

FA.90
FA: 94
FA 94
FR 68
FR e5
FA 56
FA 56
FA 98
FA 88
FA 101
FA 101
- FA 103
Page = 3 « {Over)

m

b4

o

o
HNO—'N’—'ND—-‘I\)HNHNHNHNHNHNHNHNHND—'NP‘

APPEARS THIS WAY ON ORIGINAL
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{Continued)

Analysis of Carcinogenic Potential in Female Rat

Test - of Dose-Responsé [Tumor ) Positive Linear Trend

Run Date & Time: February 26, 1997 (16:51)

Source: c:\arat\xrod.txt

Dose Levels Included:  'CNTL1 CNTL2 LOW MED HIGH (0 0 150 500 1000)
Note: For missing Tumor=Caused-Death set INCIDENTAL
Tumor Type: IN: Incidental ‘{nonfatal) to all, FAY Fatal to all, MX: Mixed (Fatal to some)
Synbols ["=-=] [=8-=) [==+<] [e==¥) ~ % + *
Represent 0<P<0.005. 0.005<=pP<0, 01 0.01<=P<0.025 0.025¢<=P<0.05 P<.005 P<.01 P<.025 P<.0%

P VALUES
ORGAN ORGAN TUMOR TUMOR: '’ TUMOR TIME EXACT ASYMP- - CONTINU

NAME CODE NAME CODE TYPE INTERVAL ROW- TABLE PERMU - TOTIC CORRECT
FA:103 2
FA 104 1
FA 104 2
Tumor rate: S1% : in CTL -  Total - [=ede] " [=e+=] [2=4=~)

THYROID GL {4200 )FOLLICULAR CE{420002 ) IN IN 79-93 1 ® 0.995 0.970 - 0.570
IN 79-93 2
IN 105-106 1

IN:.105-106 2

THYROID .GL{4200. JC-CELL ADENOM(420010 - IN IN 79293 7/ 1 0.919 " 0.916 " 0.916
IN 79-93/‘ 2
IN 94-104 1
IN 94=10% 2 L I

IN 105-106 1.
IN-105-106 2
Tumor rate: 14% .~ in CTL - Total -

THYROID GL(4200 JC=CELL CARCIN(420013 ) IN IN 746-93 1 0.782 0.783 0.783
IN . 79-93 2
IN 94<=104: - 1
IN '94=104 2
IN:105-106-1
IN: 105=106 2
Tumor rate: 1% in CTL ~ ' Total -

THYROID GL{4200 )FOLLICULAR CE({420015- ) IN IN 94=10%4 1
IN 94=104 2

IN-105-106 1

IN 105-106:2

Tumor rate: <1% 'in CTL = Total -

0.528 0.374 0.374

FERETHYROI 14300 YADENOMA (C) (430006 ) IN IN 105106 1
IN:'105=106 2
Tumor rate: 1% in CTL =  Total -

0.843 0.826 0.826

RDRINAL CO(4402 }CARCINOMA (C) (280003 ) MX IN 105«106.1 0.19% 0.039% 0.039+
IN-105«106 2
Tumor rate: <1% in CTL < Tétal -

(===*]  [===+)

ALRZNAL CO(4401  )RDENOMA (C) (430006 ) IN IN 54-104 1 0.051  0.023+ 0.023+
IN 94-104 2
IN 105-106 1
IN 105-106 2
Tumcr rate: <1% - in CTL =- Tstal - [owt=] fewss)
ADRINAL ME (4402 ) PHEOCHROMOCYT (440205 ) IN IN 0-78 1 0.588 - 0.593  0.553

IN 0=78 2

APPEARS THIS WAY ON ORIGIN

Fage =" 4 = (Over)
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{Continued)

Note:

Analysis of Carcinogeriic Potential in Female Rat

Test of Dose-Response (Tumor) Pesitive Linear Trend

Run Date & Time: February 26, 1997 (16:51)

Source: c:l\arat\xrod.txt

Dose Levels Included: CNTL1 CNTL2 LOW MED HIGH (00 150 500 1000)
For missing Tumor-Caused~Death set INCIDENTAL

Tumor: Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
*

Symbols

(~===] (-8-=) [==+=] [===v) ~ +

%
Represent  0<P<0.005 0.005<=P<0.01 0.01<=P<0, 025 0.025<=p<0, 05 P<.005 P<.01 P<.025 P<.05

ORGAN ORGAN
NAME CODE

HEMOLYMPHO (4500

HEMOLYMPHO(4560
SPLEEN (4600
SPLEEN (4600
LYMPH NODE (5100
MESEST. LY (5104
MEMMER'Y GL (5600

MEMMIRY GL{5600

Page = § '«

P VALUES
TUMCR TUMOR "~ TUMOR: TIME EXACT -° ASYMP- CONTINU
NAME CODE TYPE. INTERVAL ROW TABLE PERMU TOTIC . CORRECT

IN.79-83 1
IN 79-83 2
IN 105=106 1
IN 105~106 2
Tumor rate: 1% in CTL - Total -

JMALIGNANT ' LYM (450001 ) ’MX IN 79-93 1 0.636 0.629 0.625

IN 79-93 2

IN 94-104° 1

TUIN B4=104 2 B

IN 105~106 1

IN 105-106/2

FA ‘80 /1

FA 80 ;2

Tumor rate: 7%  in CTL - fTotal/ -
JHISTIOCYTIC S(450003 )- FA FA 106 1 1.000 0.805 0.B06

FA 106 2

Tumor rate: 1% in CTL = Total -

YHEMANGIOSARCO (460014 ) IN IN 105-106"1
IN 105106 2
Tumor rate: 1% in CTL - Total -

0.632 0.613 0.614

JHEMANGIOMA (C(460018 ) IN IN 105-1061
IN 105=106 2
Tumcr rate: 1% in'CTL - "Total -

1.000 0.e805 0.80¢%

)HISTIOCYTIC S{010010::- ) "IN IN 105<106
IN 105=106
Tumsr: rate: 1% in CTL - Tetal -

1l.000 0.805 0.805

LN

JHEMANGIOMA '(C(460018 ) IN.IN 105-108
IN:108=108
Tumcr. rate: 13% ' in CTL < Teral -

0.942 0.937 0.937

S

JHISTIOCYTIC 'S{010010. ) IN IN 108-106 1.000 0.805 0.805
N IN:105-106

Tumer rate: 1% in CTL = Toval

N

¥

JCERCINOMA {C) (2B0002 ') MX IN 108108
IN 108~10¢
FR 90
FA 57
Fa gg
F2 &g
FA 103
FA. 103
Tumer rate: 3% in'CTL = Tetal

APPEARS THIS WAY ON ORIGINAL

0.517 0.514 0.51¢

A NN S

(Over)
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(Continued)

( Analysis of Carcinogenic Potential in Female Rat
~ Test of Dose-Response: (Tumor) Positive Linear Trend

Run Date & Time: February 26, 1997 (16:51)

Source: c:\arat\xrod:txt

Dose . Levels Included: = CNTL1 CNTLZ? LOW MED HIGH (0 0 150 500 1000)
Note: For missing Tumor-Caused-Death set INCIDENTAL SR
Tumor: Type: IN: Incidental (nonfatal) to all, FA: Fatal to-all, MX: Mixed (Fatal to some)
Symbols [7===] [-8-~] [==+-) [===¥] - % + *

Represent 0<P<0.005 0.005<=P<0.01 0.01<=P<0.025  0.025<=P<0.05 P<.005 P<.01 P<.025 P<.0S

: P VALUES
ORGAN ' ORGAN TUMOR " TUMOR . * TUMOR TIME EXACT -~ ASYMP=  CONTINU
NAME ‘CODE NAME CODE TYPE INTERVAL - ROW TABLE PERMU . - TOTIC = CORRECT

MAMMARY - GL (5600 JADENOMA  (C) ' (430006 ] IN IN 105~106
IN 105-106
Tumor rate: 1% in CTL = Total

0.273 0.215 0.215

[N

i

MAMMARY GL (5600 ) FIBROADENOMA ' (560006 ) MX IN. 0<78
IN 0=-78
IN 79+93
IN. 79<63
IN 94-104
e T "IN 94104
IN 105=106
il IN 105-106
FA 48 /

.1.000 0.99% 0.999

;

FA 56 /

s
m
g
@
w

FA 101
Tumor rate: 29% “in CTL =  Total

ny

>

o

o
lNHNHNHNHNHNHNHNHNHNHNPNH

SKIN {5700 JHISTIOCYTIC S{010010 - } IN IN 105-106
IN 105<106
Tumor rate: 1% in CTL =  Tetal

1.000 0.805 0.805

LR

]

SKIN {5700 ) SQUAMOUS  CELL (090038 ) MX IN 105=106
IN 105106
FR 104
FA 104
Tumor rate: 1% in CTL = Total

0.35¢8 0.2€2 0.262

ER b b

S¥IN (5700 YHEMANGIOSARCO(460014 5 IN IN 10%-106
o IND105=106
Tumer rate: 1% in CTL = Teral

fohy BE

SKIN {5700 ) FIBROMA (570010 ) MX IN 105<10€ 0.844 0.832 0.832

i,
X
W
[y
LS S N A

Tumor rate: 1% in CTL =  Total

Fage "= 6 = (Over)

APPEARS THIS WAY ON ORIGINAL
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{Continued)
: Analysis of Carcinogenic Potential in Female Rat
Test of Dose-Response (Tumor) Positive Linear Trend
Run Date & Time: February 26, 1957 {(16:51)
Source: c:\arat\xrod.txt
Dose Levels Included: ¢NTL1 CNTL2 LOW MED HIGH (0 0 150 500 1000}
Note: For missing Tumor~Caused~Death set INCIDENTAL
Tumor Type: IN: Incidental {nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to soéme)
Symbols [~==~]) [-%--) [==+-] [ee=¥) - % + v

Represent 0<P<0.005° 0.005<=pP<0. 0] 0.01<=P<0,025 0.025<=p<0, 05 P<.005 P<.01l P<.025 P<.05

P VALUES
ORGAN ORGAN TUMOR TUMOR - - "TUMOR TIME EXACT ASYMP- - "CONTINU
NAME CODE NAME CODE TYFE INTERVAL ROW' TAELE PERMU TOTIC CORRECT
»
SKIN {5700 ) KERATOACANTHO (570011 }.IN IN:105-106 1 1,000 0.805% 0.805
IN' 1051062
Tumor rate: 1% in CTL - Total -
SKIN {5700 JZYMBAL'S GLAN(570032 ') FA FA 93 0.421 0.283 0;284
Tumor rate: <1% in CTL -
ADIPOSE TI(6400 JLIPOSARCOMA { (570018 ) IN IN:94-104 0.189 0.114 0.114
ey TN 942104
IN:105=-1086
IN'105-106
Tumor rate: <1% . in CTL‘:‘“thayn . e
BODY - CAVIT (6800 JMALIGNANT SCH(340007 '} MX FA 71 1 1.000 0.806 0.806
FA 71 2
Tumor rate: 1% in CTL =~ Total -
R BODY CAVIT (6800 ) PARAGANGLIOMA (680005 ) IN IN:94-104. 1 0. 348 0.111 0.111
] IN-94«104 2
( Tumor rate: <1%° in CTL - Total =
Fage 7= {End-cf File)

APPEARS THIS WAY ON ORIGINAL
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Test of Dose-Response Positive Linear Trend in Male Mice

Analysis of Carcinogenic Potential 'in Male Mouse
Test of Dose-Response (Tumor) Positive Linear Trend
Ted Guo, PH.D, CDER/FDA
Run Date & Time:  Mareh 77,1997 (10:18)
Source: e:\amouse\xrod. txt
Dose Levels Included:: CTRI CTRZ LOW MED HIGH MAXI {0 0 25 375 750 1500)

Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumor Type: IN: Inciderntal {nonfatal) to-all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols (M===) [~%--) [==+=) [===*] - % + *
Represent 0<P<0.00% 0.005<=P<0, 01 0.01<=P<0. 025 0.025<=P<0.05 P<,005 P<. 01 B<.025 EB<.05
P VALUES
ORGAN ORGAN TUMOR TUMOR TUMOR TIME EXACT RSYME= ' CONTINU

NAME CODE NAME CODE TYPE INTERVAL ROW. TABLE o FERMU TOTIC CORRECT
BRAIN {0100 JMALIGNENT SCH({010012 ) MX IN 75-91 1

IN 79<91 2
Tumor rate: <1% in CTL = - Total -

0.680 0.770 0.771

HEART {0400 JHISTIOCYTIC S(040015 ) MX FA 101 / 0.140 0:.102 0.102
FA 101 /
FA 102 /
FA 102 /

o S BN s == Tumor rate: <1% in CTL -~ Total

[ BN S

LUNG {0900 JHISTIOCYTIC S5(040015 ) MX IN 79-91
IN 79-91

101

FA 101

. FA 102

( FA 102
: Tumor rate: <1%  in CTL - ‘Total

0.232 0.25e 0.259

m
x
ER b R N

LUNG {0800 JALVEOLAR/BRON (090003 ) IN IN 0=-52
IN 0-52
IN §3-78
IN 53-78
IN 78-91
IN 79=51
IN 82-104
IN 92104
IN-105<105
IN 105=10%
Tumcr rate: 37% in CTL = Tetal

0.977 0.977 c.877

LB Al ST N R Ty e

LUNG (0500 JALVEOLAR/BRON (050012 | MX IN 0=52
IN 0~52
IN 53-7¢
IN 53-78g
IN 78~51
IN 75-51
IN §2-104
IN 82-104
IN 105=108
IN 105-105

I—'NHBJHNPNHNPNHI\)H'\)HNF‘

Fage '« 1 = [Over)

' APPEARS THIS WAY ON ORIGINAL
|

.
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{Contirued)

43

Analysis &f Carcinogenic Potential in Male Mouse
(Tumor) Positive Linear Trend

Test of Dose-Response
March 7,:1997

Run' Date & Time:

Source: c:\amouse\xrod. txt
CTR1 CTRZ LOW MED HIGH MAXI (0 0 25 375 750 1500)

Dose Levels Included:
Note:
Tumor Type:
Synbels [Ne=e) [=%~=)
Represent 0<P<0.005 0.005<=p<0.01

ORGAN ORGAN TUMOR TUMOR
NAME CODE NAME CODE

o COTTTTTUTEATSR T

FA
= FA
FA
FA

Tumor rate: 31% .in CTL -
{110014 ) IN IN
IN

in CTL =~

TONGUE (1100 IMASTOCYTOMA

Tumor rate: <i%

STOMACH {1500 JHISTIOCYTIC S(040015 ) MX FA
FA

FA

FR

Tumor rate: <1% . in CTL <

STOMACH {1500 YADENOMA. (ADEN (150005 ') IN IN

Tumer rate: 1% in CTL =

{1500 )SQUAMOUS CELL{150023 ") IN'IN

Turmcr rate: <1%  in CTL -

DUSDENUM (1601 JHISTIOCYTIC $({040015 ) MX IN

Tumsr rate: <1% in CTL -

DUSTENMUM 11601 JEDENOMA ' (C) (160112 ) 1N 13
IN

IN

IN
Tumsr rate: <1% in CTL =
CETUM {1701 JADENOCARCINOM{1701131 ) IN IN
IN

Faze = 2 = (OVEr)

For missing Tumor-Caused-Deat
IN: Incidental (nonfatal) to all, FA: Fatal to-all, MX: Mixed (Fatal to some)
[==3=] o) *

0.01<=P<0.025 " 0.025<=p<0.05 P<.005 P<.01 P<.025 P<. 05

TUMOR TIME
TYPE INTERVAL

99
99 :
101
io1 -/
Total/

92-104
52«104¢
Total

B1

81
104
104
Total

79-91
78491
105-105
105«105
Total

82-104
82~104
Tetal

92~104
92~104
Total

52~104
92=104
105«103
105<105
Total

92-104
52-104

INI—'NHNHNHNI—'NPNHN

LS

IRy 4 R (B S o OBy e Ny [ SN N I

LS B

(10:15)

h 'set. INCIDENTAL

[===+] % +

P. VALUES
EXACT ASYMP=- = CONTINU
PERMU TOTIC CQRRECT
0.513 0.561 0.561
0.612 0.722 0.722
140 0.1327 0.137
. 750 J.782 0.783
0.513 Cc.3861 0.561
0.443 TLEE4 0.554
.750 c.7e2 0.783
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(Centinued)
Analysis of Carcinogenic Potential in Male Mouse
Test of Dose-Response (Tumor) Pesitive Linear Trend
Run. Date & Time: " Mareh 7,°1997 (10:15)
Source: c¢:i\amouse\xrod.txt
Dose Levels Included: CTR1 CTR2 LOW MED HIGH MARXI (0 0 25 375 750°1500)

Note: For missing Tumor-Caused«~Death set INCIDENTAL

Tumor Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)

Symbols (~=-=] [-%--] [=s+=] fee=v) - $ + *

Represent 0<P<0.005 0.005<=p<0.01 0.01<=p<0. 025 0.025<=P<0,05 P<.005 P<. 01 P<. 025 pP<. 05
P VALUES

ORGAN ORGAN TUMOR TUMOR TUMOR TIME EXACT ASYMP~ " CONTINU
NAME CODE NAME CODE . TYPE INTERVAL ROW . TABLE : PERMU TOTIC CORRECT

Tumor rate: <1% in CTL = Total

LIVER (1B0OO JHISTIOCYTIC S(040015 '} MX IN 79<91 0.668 0.715% 0.718
' IN 79-9]1

IN 92=104

IN:-92-104

FA 101

FA 101
Tumor rate: <1% in CTL = Total

N =N N

LIVER {1800 = THEMANGIOMA{C{180212— T ITN"IN 92=109
92~104
L IN 1052105/
IN 105-10?

Tumor rate: 1% in CTL - Total/

0.339 0.213 0.214

LIS I S N

CLIVER "™ (18007 VHEMANGIOSARCO(I60003 7 MX Iit 78-91 0.203 '0.209  0.209
IN 75-81 .
IN 92-104
IN 92-104
IN 105-105

IN 105-10%

iNHNHNHNHNHNHNHNO—'NH

Tumsr rate: 4% in CTL = Tztal
LIVER {1800 VHEERTOCELLULA (180017 ) IN IN 53-78
IN §3-78
IN52+-104
IN 52-104

IN: 105<105

IN 105~105
Tumer: rate: 5% in CTL = Teotal

0.222 0.21%¢ 0.216

FIRY b R0 4 B

LIVER 11800 JHEELTOCELLULA{180023 ) MX IN 525104 0.274° 0.227 b.oge
IN 525104

IN 105-105
IN 105-105

FA 82

RS RS

Fage - 37« (Over)
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(Continued)
Analysis. of Carcincgenic Potential in Male Mouse
Test ¢&f Dose-Response (Tumor)' Positive Linear Trend
B Run'Date & Time:  Mareh 7421897 (10:158)
Source: c:\ambuse\xred.txt
Dose: Levels Irncluded:  CTR1 CTR2 LOW:MED HIGH MAXI (0-0:25 375750 1500}
Note: For missing Tumor-Caused<Death set INCIDENTAL
Tumor Type': IN: Incidental (nonfatal)- to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols [r===] [-%-=] [==+-] [weww] ~ 8 + bt

Represent 0<P<0.005 - 0.005<=F<0. 01

0.01<=P<0.025  0.025<=P<0.05 P<.00S PF<.01 P<.02E B<.05

P VALUES
ORGAN ORGAN TUMOR TUMOR TUMOR TIME EXACT ASYME= CONTINU
NAME CODE NAME CODE TYPE' INTERVAL ROW. TABLE PERMU TOTIC CORRECT
FA 82 2
FA 101 1
F2 101 2
Tumor rate: 3% in CTL < Total -
LIVER (1800 YHEPATOBLASTOM (180030 ) FA FA 62 1 0.164 0.025%+ . 0.025+
FA 62 2
Tumor rate: <1%  in CTL = Tetal - [ [oeww)
GALLBLADDE (1900 JHISTIOCYTIC S(040015: ):MX FA 104 1 0.481 0.530 0.530
FA 104 2 :
Tumor rate: <1% 'in CTL = Tetal -
i o
PANCREAS - (2000 JHISTIOCYTIC S(040015 ) MX IN 78-91., 1 0.295% 0.310 0.310
: IN- 79«81 /-2
IN 921041
IN 92-104 2
FA 100 1
FA 100 2
F2: 104 1
FA- 104 2
Tumor rate: <1% in CTL - Total -
( o FANCREAS {2000 JISLET-CELL AD(200007 ) IN IN 53-78 1 0.786 0.7¢6& 0.765
IN-53-78 2
IN105-1051
IN'105-105 2
Tumor rate: 1% in CTL - "Total -
FANCREAS (2000 JMASTOCYTOMA, (200015 ) "IN IN 75-91 1 1.000 G.7ss8 0.7€8
IN:-79-8)1 2
Tumor rate: 1% in CTL - Total -
KIDNEYS {2100 JHISTIOCYTIC S(040015 ) M} IN 76=g 1 0.623 0.724 0.724
IN -78<6]1 2
FA 101 1 .
Fa 101 2
Tumcr rate: <1% in CTL - Taral -
KIDNEYS {2100 )TUBULAR CARCI (210020 ')  IN IN 105+105°1 1.000 6.785 0.780
I Z05-108 2
Tumicr rate: 1k in CTL - Tztal -
URINARY BL{23006 INZOFLASTIC MA(2300605  J IN IR 7581 1 0L A0 soozE- £, 22%
IN 75=51 2
Tumor rate: <i% in CTL - Teral -
URINRRY BL{2300 ) LEIOMYOSRRCOM 230017 ) MX IN 105-10% 1 . 558 C.537 0.547

Fage ‘= 4§ "« {OVEL)

IN 105=105 2
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(Continued)
Analysis of Carcincgenic Potential in Male Mouse
{ Test of Dose-Response (Tumor) Pesitive Linear Trend
. Run:Date. & Timz: Mareh 71,1997 (10:15)
Source: c:\amcuse\xrod. txt
Dose Levels Included: ' CTRL GTR2 LOW.MED HIGH MAXI. (0 0 25 375 950 1500)

Note: For missing Tumor-Caused-Desth set INCIDENTAL
Tumor Type: IN: Inc¢idental (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to Some )
Symbols {"===) {~%==) [o=4=] [=e=v] ° $ + bt
Represent 0<P<0.005 0.005<=p<0.01 0.01<=p<0.025 . 0.025<=P<0. 05 P<.005 P<.0l P<.025 P<.05
P VALUES
ORGAN ORGAN TUMOR TUMOR TUMOR" TIME EXACT ASYMP~ " CONTINU

NAME -~ - CODE NAME CODE " TYPE INTERVAL ROW' TABLE PERMU TOTIC CORRECT

'

Tumor rate: 1% in CTL = Total

TESTES (2500 YHEMANGIOMA (C({160212 } ININ 105-105 1 1.000 0.780 0.7€0
) IN:105-105 2
Tumor rate: 1% in  CTL - " Total -
TESTES (2500 JLEYDIG CELL T(25000%6 ) IN IN 9241041 0.876 0.857 0.85¢
IN 92«104 2
IN 105-105 1
IN'105-105 2 - ST
T T T T s e Tume T At e T I T Total =
TESTES (2500 JLEYDIG CELL T(250012 ') -IN-—fN-3d 51 ~fl 1.000 0:.785 0.78%
IN 78-91 2
Tumor- rate: 1% in CTL « Tctal/ -
7 7 EPIDIDYMID{2600  )HISTIOCYTIC S{0400i5 ) MX FA 104 1 0.481 . 0.530 . 0.530
: FA 104 2
Tumor rate: <1% in CTL - Total -
EFIDIDYMID(2600 JLEYDIG CELL T{260006 ) IN IN 83<798 1 0.405 - -0.318 0.319
; IN-53-78. 2
( Tumer. rate: <1% ~in CTL -  Total =~
PROSTATE G{2700 JHISTIOCYTIC 5(040015 ) MX IN-92<104- 1 0.513 0.561 0.561
IN 62-104 2
Tumer rate: <1% in CTL « Total -
EROSTETE G(2700 )ADENOC2RCINOM (160110 ') MX IN 105«105:1 1.000 C.780 C.780
; IN 105=105 2
Tumor: rate: 1% in CTL. = Total -
COLGULATIN(2701 YHISTIOCYTIC 8${040015 )} MX FA 104 1 0.481 0.830 0.830
FA 104 2
Tumcr rate: <1% in CTL = Total -
CORGULRTIN{2701 JADENOMEZ. : (C) - {160112 - ) IN IN iBB-lOS 1 1.000 0.780 0.780
IN 108=105"2
Tumcr rate: 1% in' CTL = Total -
COSSULRTIN(2701 JGRANULER CELL(270165 !} IN'IN 105-105:1 0.585 0.7¢6¢ ¢.766
IN 105-105°2
Tumer rate: <1% . in 2TL - Teral -
SEMINKL VE (2800 JHISTIOCYTIC ${040015 '} My IN 92=104 1 0.674 ¢.723 C.722
IN 92-104 .2
F2 Bl 1
FA- Bl 2
FA 100 1
Fage = 5. & {over)

APPEARS THIS WAY ON ORIGINAL
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(Continued

Note:

Pnalysis of Carcincgenic Potential in Male Mouse

Test. 6f Dose-Response [Tumor) Pesitive Linear: Trend

Run: Date & Time: 'March 7,:1997:(10:15)

Source: cil\amduse\xrod. txt

Dose  Levels Included:  CTR1 CTRZ Low MED HIGH MAXI (0 0 25 37¢ 9tp 1500)
For missing Tumcér-Caused-Death set INCIDENTAL

Tumsr Type: IN: Incidental (honfatal) to all, FA: Fatal to all, MX: Mixed (Fatal te some)

Symbols

ORGAN ORGAN
NAME CODE

[Nwee) [~%-=] [w=4+=] [===*] ] + *
Represent 0<p<0, 005 0.005<=pP<0. 01 0.01<=pP<0.025 0.025<¢=P<0. 05 P<. 005 P<.01 P<.025 F<¢. 05
: P VALUES
TUMOR TUMOR TUMOR TIME EXACT SYME~ . CONTINU
NAME CODE ) TYPE INTERVAL ROW: TABLE® PERMU TCTIC CORRECT
FA:100 v
Tumor. rate: <1% in CTL - Total

SEMINAL VE (2800

SEMINAL VE (2800

SEMINAL VE{2800

SEMINAL VE(2800

BULBOURETH {3001

BULBOURETH (3001

FITUITARY (4100

TEYROID GL (4200

THYROID GL(4200

FARATHYROI (4300

Fage = 6 =

JHEMANGIOMA (C(160212° ) IN IN 105<105
IN:105-10%
Tumor rate: <1% in CTL = Total

0.585. 'C.766. 0.76

) LEIOMYOSARCOM (230017 ) MX IN 537§

1 1.00C © G.532. 0,93
IN§3278 2
IN 92104 1
S N 25104 2 T
FA 96 1
FA 96 2

Tumor rate: 3% in CTL - Total /

)GRANULAR CELL({270109  J IN IN 92—194
o IN:92-104

IN 105-10%

IN 105-105
Tumor rate: 5% in CTL = " Total

0.9%¢

NN e

JUNDIFFERENTIA (280019 ) IN IN 105-105"1
IN 105-105"2
Tumor rate: 1% in CTL - - Teotal -

1.000 0.78% 0.7¢

) LETOMYOSARCOM (230017 ) MX IN 105-1051
IN-105-105 2
Tumer rate: <1% in CTL =~ Total -

JRDENOMA, PAPL{300110 ) IN IN 105-10% 1
IN 105+105 2

1.000 [ 0.7¢

Tumor rate: 1% in CTL < Tectal -
(EDENOMA, PARS(410001 ) IN IN 76-81 1 0.140  I. == 0.01
IN. 79<91 2
Tumer rate: <1% - in CTL - Tetal - -———— [==+e]
JEZSTIOCYTIC S(040015 }MXIN 78-91 1 C.€E0 LTT ¢.77
IN 75+81 2
Tumzr rate: <1% in CTL =  Tatal -
I TCLLICULAR CE(4200132 JUIN IN 78-851 1 £71 - LT
: IN 75-51 - 2
IN §52«104 1
IN 82-104 2
Tumsr rate: 1% in CTL = Tatal -
JATENOMA' (C) (160112 ) IN IN 92<104 0.350 .37 0.3%

[

IN 92-104
{OvEr, :

0.163 CLZl4+  0.024%




{Conti

Note:
Tumor
Symbol
Repres

ORGAN
NAME

ORGAN
CODE

2DRENAL CO{4401

ADRENAL CO(4401

FDRENAL CO{4401

ZIRINAL CO14401

FADRENAL CO(4301
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rnued)
Analysis of Carcinogenic Pctertial in Male Mouse
Test of Dose-Response (Tumer) Fositive Linear Trend
Run:Date & Time: ~March 7,71657 (10:1%)
Source: c:\amouse\xrod.txt
Dese Levels Included:  CTR1:CTR2 LOW MED HIGH MAXI (0 0:25 375 750 1500)
For missing Tumor=Caused-Death set INCIDENTAL
Type: IN:: Incidental {nonfatal) to all, FA: Fatal te all, MX: Mixed (Fatal to some)
s [Fe==] [«%=-=] [==+=) [===¥] ~ § + *
ent - 0<P<0.005 " 0.005<=P<0.01  0.01<=b<0.025 0.025<=P<0.05 P<.005 P<.01 P<.025 P<.05
P VALUES
TUMOR TUMOR TUMOR TIME EXACT - ASYMP- CONTINU
NAME CODE TYPE INTERVAL ROW. TABLE PERMU TOTIC CORRECT
IN-105=1051
IN105-105"2
Tumor rate: <1% 'in CTL = Total -
JHISTIOCYTIC S{040015 ) MX IN 79-9] 1 0,613 0.716 0.716
IN 79=91 2
FA 104 1
FA 104 2
Tumor rate: <1% in CTL. <« Total -
<+~ ) CARCINOMAATY P{44 0} 0.372 0.407 0,407
105-105,
i 98 !
FA 98 /
Tumor rate: 1% in CTL - Total /
. JCARCINUMA/ TYPT{340107 T ININ 70,778 0.778°
IN
IN 1
IN: 92-104 .2
IN 105-1051
IN 105-105"2
Tumor rate: 1% in CTL = Tetal -
JADENOMA,  TYPE (440118 ') IN IN 5378 1 0.552 0.547 0.546
IN 53-78 2
IN 79-51 1
IN 79-91 2
IN 92«104 1
IN 92<104 .2
IN 105-1051
IN 105=105-2
Tumor rate: 19% in CTL < Total -
JADENOMK, TYPE(440120° ') IN IN 105-3105 1 . 000 0.863 0.863
IN 105-1058:2
Tumor ratel 2% in CTL = Tetal -
JRDENOME - (CORT (440130 ) IN IN §2-104 1 (868 0.50z 5.902
IN 921042
IN 108=-1CE.1
IN-108=103"2Z
Tumsr rete: <1%  in CTL = Tetal -
) PHEOCHROMOCYT (440207 ) "IN IN 92-104 1 513 0.582 .56l
IN §2=104 2
Tumor rate: <1%  in CTL - Tetal -
JMALIGNANT LYM({450001 ) MX'IN 0=82 1 645 0.€52 0.652

(Over)




ORGAN
NAME
e
|
Page
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(Continued)

Analysis' of Carcinogenic Potential in Male Mouse

Test of Dose=Response {Tumor ) Pesitive Linear Trend

Run Date & Time: - March 75,1997 (10:15)

Source:: c:\amouse\xrod: txt

Dose Levels Included: ~CTRI CTRZ LOW MED HIGH MAXI (0 0 25.375 750 1500)
Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumor Type: IN: Incidental {nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols [Ne==} [-%~=~] [==+=] [===+) - % + *
Represent 0<P<0.005 0.005<=P<0.01: 0. 01<=F<0. 025 0.025<=P<0.05 P<.005 P<.0D1 B<.025 E<. 05

P  VALUES
ORGAN TUMOR TUMOR TUMOR. TIME EXACT. ~ASYME=~ ' CONTINU
CODE NAME CODE - 'TYPE INTERVAL ROW. TABLE PERMU TOTIC CQRRECT

IN.0=52

IN 5378
IN §3-78
IN 7991
IN 79-91
IN 92103
IN 92-104
IN 105-105%
IN 105-105
FA 41

FA 41

FA 52 :
FA 52 1
FA 58 ;
FA 55 ./
FA 65/
FA 65
FA 71

FA .71

FA 72

FA 72

N)—'l\}I—‘NHNF—'NHNHNHNHNHNHNHNHNHNHNHNHNHNF’NHN

i
h
\0
o
LS CSUS N N R SN P )

B {OVED)

APPEARS THIS WAY ON ORIGINAL




{Continued)
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Analysis of Carcinogenic Potential in Male Msuse

Test of Dose-Response  [Tumor) Positive Linear Trend

Run: Date & Time: March .7, 1687 (10:15)

Source:: c:\amouse\xrod. txt

Dose Levels Included: TR} CTR2 LOW MED HIGH MAYI (0 0%25 375°750°1500)

Note: For missing Tumor-Caused-Death set INCIDENTAL

Tumor Type: IN:
Symbols [Aewn]

Incidental (nonfatal) to all, FA: Fatal to all,” MX: Mixed (Fatal to some)
*

[=3==] [==+=] (===*] ~ +

% :
Represent 0<P<0.005 0.005<=p<0; 01 0.01<=P<0.025 ' 0.025<=P<0. 05 P<.005 P<.01 P<.025 P<.0S

ORGAN ORGAN TUMOR
NAME CODE NAME

Tumor rate: 32% 'in CTL - Total

SYSTEMIC N(4500

Tumor rate: <1%.  in CTL = Total/

SYSTEMIC N{4500 ~ ~ )MAST CELL TUM(450003 'y MX IN 92-101

Turior rate: 1% in CTL = Total

SYSTEMIC N(4500

Tumer rate: 2% in CTL = Toetal

%
Al
Fe
£l
14}
4

Tumer rate: <1% in CTL - Total

SrlI=N (4600

Tumzr rate: 1% in CTL <= Total

TEYMUE {5000

Fzge = 6§ '« (Over)

JHISTIOCYTIC S(450002 ') FA FA 81

JMYELOID LEUKE (450004 ) MX IN 92«104
(4600 JHISTIOCYTIC S${040015 ) MX FA Bl
JHEMPNGIOSARCO(180003 ') MX FA 96

JHISTIOCYTIC S{040015 ') MX IN $2-104

Tumsr fate: <1% in CTL = fTotal

P’ VALUES
TUMOR TUMOR TIME EXACT  ASYMP- CONTINU
CODE © TYPE INTERVAL ROW TABLE PERMU TOTIC CORRECT

FA 104
FA 104

S

0.329 0.351 0.351
FA 81
FA 100
FA'100
FA"101
FA 101

ST T ERTITT
FA 102
FA 104
FA 104

R R e R RS o R b

0.088 0.038* - 0.038%
IN 92-104
IN 105-108
IN.105-105
FA 94

FA 94

LER SRS M N

[===*]  [==-%)

.507 0.438 0.438
IN 92-104
FA 103
FA 103

L A N

.622 0.728 0.729

m
s
—
(o
[
[ N N

1.000 0.78% 0.789

LS

0.301 0.321

I
.

tar
[
™

m
2]
—
<
-
[N N A N RS




o~

ORGAN
NAME

LYMPH NODE ({5100 YHISTIOCYTIC S{040015 ) MX IN 79-91

MESENT. LY (5104 JHISTIOCYTIC S${040015 )} MX IN 79<9]1

MESENT. LY(5104 JHEMANGIOMA (C(160212: ) IN IN 53-78

MESENT. LY (5104 JHEMANGIOSARCO(180003 ) MX IN 79-51

MANDIBILYM(5108 JHISTIOCYTIC S(040015 ) MX FA 81

HARDLZRIAN

MEMMARY GLI(5600 JADENOMA - (C)- {160112- } IN IN 52-104

CIRIAN
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{Continued)

Analysis of Carcifogenic Fetential in Male Mouse

Test. of Dose-Response (Tumor) Positive Linear Trend

Run Date & Time: Marek T, 1987110:15)

Source: c:\amouse\xrod. txt

Dose’ Levels Included: ' CTRIl CTR2 LOW MED HIGH MAXI (0 0.25 375 750 1500)
Note: For missing Tumor-Caused=Death set INCIDENTAL
Tumor Type: IN: Incidental  (nonfatal) to all, FA: Fatal to all, MX: Mixed (Fatal to some)
Symbols [P===} [-%=~=] el [===v) - % + *

Represent 0<P<0.005 - 0.005<=p<0.01 0.01<=P<0. 025 0.025<=P<0.05 P<.005 P<.01 P<.025 P<.0S

P VALUES
ORGAN TUMOR TUMOR TUMOR TIME EXACT .- ASYMP- . CONTINU
CODE NAME CODE . TYPE INTERVAL ROW TABLE PERMU .~ TOTIC CORRECT

0.687 0.709 0.709
IN 79<91
IN 82=104
IN 92104
FA 104
FA 104
Tumer rate: <1% in CTL = - Total

R N b B s

0.6€0 0.770 0.771

[N

IN 79-9]1
Tumor rate: <1%  in CTL =~ " Total

'

0.369 0.382 0.382
IN 53-78 )
IN 892-104/
IN 92—103
IN 105-105
IN 105-103

Tumor rate: 2% in CTL = Total

R - N N

1.000 0.785 0.785

LV g

. IN 79«91
Tumor rate: 1% in CTL - . Tectal

0.653 0.773 0.773

K b=

FA- Bl
Tumor rate: <1% in CTL = Total

¥

{5400 JADENOCARCINOM{160110 . ) MA IN 75-6]
) IN 79=-91
IN 92-104
IN 92-104"
IN 108=105
IN105-105
FA 96
FA 96
Tumcr rate: 2% in CTL o= Tseal

0.503 0.525 0.525

LR S S R S T N

{5400 JADENOMZ. (C) - (160112 ) IN IN 5378
IN 53=78
IN 52<104
IN 52-104
IN 105-10%
IN 105~10%
Tumcr rate: 4% in CTL < Tétal

0.31% 0.306 0.307

1 RS b EY by Ry

0.750 0.782 ¢.7e3

~I
1344

IN:52-104
Tumor rate: 1% ~in CTL = Total

(RS S

-10 .= {Over)
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{Continued)

Al

Analysis ' of Carcincgenic Petential 'in Male Mouse
Test of: Dose-Response (Tumcr) Foésitive Linear Trend
Run Date & Time:  March 7, 71987 {10%715)

Source: ‘ci\amouse\xrod. txt

L]
-+ Dose: Levels Included:  CTR1 CTR2 LOW MED HIGH MAXI (0 0 25 375 750 1500)
Note: For missing Tumor-Caused-Death set INCIDENTAL
Tumcr Type: IN: Incidental (nonfatal) to all, FA: Fatal to all, MX: Mixed {Fatal to some)
Symbols  [Ae-n] [~8--) [==+-] [===*] - s + .
Represent 0<P<0.005  0.005<=p<0.01 0.01<=P<0.025 " 0.025<=P<0.05 P<.005 P<.01 P<.025 P<. 0%
e P VALUES
ORGAN ORGAN TUMOR TUMOR TUMOR . TIME EXACT ' ASYME~ CONTINU
NAME . . CODE NAME CODE TYPE INTERVAL ROW TABLE PERMU TOTIC CORRECT
SKIN/SUBCU(5700 JMALIGNANT SCH{010012 ) MX FA 66 1 0.495 0.541 0.542
N FA 66 2
Tumor rate: <1% “in CTL = Total =
SKIN/SUBCU{5700 )HEMikGIOSARCO(IBOOOS ) MX IN 105-1051 0.163 0.024+ 0.024+
IN'105<108 2
Tumor rate: <I% ‘in CTL - Total - [==4=]) " [=w+a)
SKIN/SUBCU (5700 ) SQUAMOUS CELL({570001 ) FA FA 70 1 1.000 0.788 0.788
FA- 70 2

BONE/OTHER(5902

-——**—bH**~~MMBONE/OTHER(5902‘““‘10DONTOMR“_“"—15902uq TINTIRT9Z=I0TTY
2

ADIPOSE TI(6400

FDIFOSE TI (6400

ACIFOSE TI(6400
EYES (6500

=COV CRVIT(E800C

e = 11

"y
"
W

Tumor rate: 1% in CTL = ' Total -

1590203 ). IN'IN 82-104

1
IN 92-104. 2
Tumor rate: <1% in CTL -  Total =

)JOSTEOMA 0.329 0.301 0.302

5700796 T

IN 92~104
Tumor rate: 1% in CTL - Total -
JHISTIOCYTIC S{040015 ) MX IN 92104 1 0.513 0.561 0.561
IN 92-104 .2
Tumer rate: <1% in CTL = Tetal =
) LIFPOMA (640007 ). "IN IN $2<104 1 0.339 0.213 0.214
IN 92-104 -2
IN 105-105.1
IN 105=105:2
Tumor rate: 1% in CTL - Total -
) SARCOMA, NOT (640008 - ) IN. IN 979-91 1 1.000 0.78% 0.785%
IN 78-31 2
Tumcr: rate: 1% in CTL - Total -
JHISTIOCYTIC S(040015 ) MX FE 101 1 0.493 0.54¢ 0.547
FA 101 z
Tumcr rate: <1% ir: €TL ~  Tétal -

JHISTIOCYTIC S{040015 ) MX IN 96951
IN 79<91
Tamor rate: <1%  iw CTL - Tstal

S6B0 0.770 0.771

[ B

JMERLISHANT SCH(01001Z " ) MX IN 105-10%
IN 108=10%
Tumor rate: <1%  in CTL - Tatal

2472 0.583z 0.534

| 8 3 A0

{End cf FTile)

APPEARS THIS WAY ON ORIGINAL




